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8) D Claim(s) are subject to restriction and/or election requirement. 
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DETAILED ACTION 

1. The text of those sections of Title 35, U.S. Code not included in this action can be found in a 
prior Office action. 

Claim Objections 

2. The numbering of claims is not in accordance with 37 CFR 1.126 which requires the original 
numbering of the claims to be preserved throughout the prosecution. When claims are canceled, the 
remaining claims must not be renumbered. When new claims are presented, they must be numbered 
consecutively beginning with the number next following the highest numbered claims previously 
presented (whether entered or not). 

Misnumbered claims 1-19 have been renumbered 6-24. 

3. Claims 14, 15 and 18-20 are objected to because of the following informalities: the term "being" 
in line 3 of claim 14 should be deleted; the term "oxigenation" in claims 18-20 should be amended to read 
- - oxygenation - -; claim 15 should be amended to add the term - - a - - between the terms "comprising" 
and "processing" in line 1 . Appropriate correction is required. 

Election/Restrictions 

4. Newly submitted claims 2 1-24 are directed to an invention that is independent or distinct from the 
invention originally claimed for the following reasons: the original claims were directed towards a system 
and method for detecting blood oxygenation measurements from an ear canal, classified in class 600, 
subclass 340. Claim 21 is directed towards a method of monitoring arterial blood pressure from a 
patient's ear canal, classified in class 600, subclass 480. Claims 22-24 are directed towards a separate 
embodiment of the originally claimed invention, claims 22-24 being directed towards a sensor for 
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simultaneously monitoring blood oxygenation and subcutaneous temperature from skin of a patient, 
wherein the sensor comprises a first temperature sensor capable of being thermally coupled to the skin of 
a patient. 

Since applicant has received an action on the merits for the originally presented invention, this 
invention has been constructively elected by original presentation for prosecution on the merits. 
Accordingly, claims 2 1 -24 are withdrawn from consideration as being directed to a non-elected invention. 
See 37 CFR 1.142(b) andMPEP § 821.03. 

Claim Rejections - 35 USC§ 112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

6. Claim 14 is rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with the written 
description requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the claimed invention. The Specification does not 
disclose a protective cover fabricated of pliable film which is adapted for enveloping a portion of an 
extension, wherein the film is substantially transparent for light emitted by a light source. 

Claim Rejections - 35 USC§ 102 

7. Claims 6-11 and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by Schulze et al.'692 
(previously cited). 

Schulze et al.'692 discloses a vital signs sensing assembly 76 for monitoring blood oxygenation 
from a patient's ear canal (see ABSTRACT), the assembly comprising in combination: a probe (Figure 6, 
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element 86) adapted for positioning outside of the patient's ear canal; an ear plug (Figure 6, element 78) 
fabricated of a pliable and resilient material (col. 7, lines 13-18) and having a proximal end and a distal 
end, wherein the distal end is adapted for insertion into the patient's ear canal and the proximal end is 
connected to the probe by means of an extension (Figure 6, element 82), wherein a proximal end of the 
extension is connected to the probe and a distal end of the extension is adapted for insertion into the 
patient's ear canal; wherein the distal side of the extension contains at least one light transmitting window 
(Figure 10, element 112) for passing light from a light emitting source (Figure 10, element 110); an 
optical wave guide (Figure 10, element 1 15); a contact temperature sensor (Figure 10, element 122) at the 
distal end of the ear plug and thermally coupled with the patient's ear canal; an electrical connector 
(Figure 10, element 120) between the temperature sensor and the probe; and a processing electronic 
circuit (Figure 2, element 22) coupled to the probe (see descriptions of Figures 2, 6 and 10). 

Schulzc ct al/692 further discloses a method for monitoring a patient's arterial blood oxygenation 
and core body temperature by an ear probe consisting of a housing, ear plug, two light emitting devices, 
one light detecting device and a temperature detector (see description of sensor above), the method 
comprising the steps of: attaching a temperature sensor to a flexible ear plug, inserting the ear plug into 
the patient's ear canal, alternatively transmitting two wavelengths of light to the ear canal and measuring 
the reflected light, measuring a temperature of the ear plug with the temperature sensor, computing a level 
of blood oxygenation from signals received from the light detecting device and computing the patient 
core temperature (col. 3, lines 37-45 and col. 4, line 9 - col. 5, line 24). 

Claim Rejections - 35 USC§ 103 
8. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schulze et al.'692, as 
applied to claim 6, further in view of Schulze et al.'852 (previously cited). 
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Schulze et al.'692 discloses all the elements of the current invention, as discussed in paragraph 7 
above, except for the ear plug being fabricated of a material being substantially transparent for light 
emitted by the light emitting source. Schulze et al.'852 teaches a pliable, resilient and transparent ear 
plug that allows visual inspection of internal components (col. 8, lines 53-58). It would have been 
obvious to one of ordinary skill in the art to modify the ear plug of Schulze et al.'692 to be transparent, as 
taught by Schulze et al.'852, since it would allow inspection of internal components. 

9. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schulze et al.'692, as 
applied to claim 6, further in view of Nolan et al.'274 (USPN 6,004,274). 

Schulze et al.'692 discloses all the elements of the current invention, as discussed in paragraph 7 
above, except for the ear plug having at least one flexible rib positioned on its outer surface between the 
proximal end and distal end. Nolan et al.'274 teaches the use of a flexible rib (Figure 1, element 16) on an 
outer surface of an ear plug in order to provide an air tight seal in an individual's ear canal (col. 5, lines 
45-55). It would have been obvious to one of ordinary skill in the art at the time of the invention to 
modify the ear plug of Schulze et al.'692 to include a flexible rib, as taught by Nolan et al.'274, since it 
would help to provide an air tight seal with the ear canal, thus providing a more secure fit. 

10. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schulze et al.'692, as 
applied to claim 6, further in view of Gratton et al.'261 (USPN 6,192,261). 

Schulze et al.'692 discloses all the elements of the current invention, as discussed in paragraph 7 
above, except for the ear plug incorporating a substantially opaque light stopper. Gratton et al.'261 
teaches the use of an opaque light stopper situated between light emitting sources and a light detector in 
order to prevent the direct transmission of light from the light sources to the detector without having had 
passed through tissue (col. 6, lines 20-26). It would have been obvious to one of ordinary skill in the art 
at the time of the invention to modify the ear plug of Schulze et al.'692 to include a light stopper, as 



Application/Control Number: 10/806,766 Page 6 

Art Unit: 3768 

taught by Gratton et al.'261, since it would prevent the light not having passed through tissue from 
reaching the detector, thus providing more accurate measurement results. 

11. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schulze et al.'692 further 
in view of Schulze et al.'852. 

See rejection set forth in paragraph 8 above. 

12. Claims 19 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable over Schulze et 
al.'692 further in view of Schulze et al.'852, as applied to claim 18, further in view of Fraden et al.'405. 

Schulze et al.'692 further in view of Schulze et al.'852 discloses all the elements of the current 
invention, as discussed in paragraph 8 above, except for the method comprising measuring a temperature 
of the ear probe, generating heat with a heater to minimize a temperature difference and computing a 
patient core temperature from signals received from temperature sensors. Fraden et al.'405 teaches 
compensating for a heat lost from the ear canal to the environment with the use of an external temperature 
sensor and heating clement on an ear probe by measuring a temperature of the ear probe with the external 
temperature sensor and generating heat with a heater to minimize a temperature difference between the 
internally measured temperature and the externally measured temperature in order to negate a temperature 
gradient across the plug and produce a patient core body temperature measurement with high accuracy 
(see ABSTRACT and col. 2, lines 8-41). It would have been obvious to one of ordinary skill in the art at 
the time of the invention to modify the method of Schulze et al.'692 further in view of Schulze et al.'852 
to include measuring a temperature of the ear probe with a temperature detector and generating heat by a 
heater to minimize a temperature difference, as taught by Fraden et al.'405, since it would produce more 
accurate patient core body temperature measurements. 

13. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schulze et al.'692, as 
applied to claim 6, further in view of Fraden et al.'405 (previously cited). 
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Schulze et al.'692 discloses all the elements of the current invention, as discussed in paragraph 7 
above, except for the assembly further comprising a heater thermally coupled to the probe. Fraden et 
al.'405 teaches the use of a heater thermally coupled to a probe in order to compensate for a heat lost 
from an ear canal to the environment by using the heater to minimize a temperature difference between an 
internally measured temperature and an externally measured temperature (see ABSTRACT and col. 2, 
lines 8-41). It would have been obvious to one of ordinary skill in the art at the time of the invention to 
modify the assembly of Schulze et al.'692 to include a heater thermally coupled to the probe, as taught by 
Fraden et al.'405, since it would produce more accurate patient core body temperature measurements. 

Response to Arguments 

14. Applicant's arguments with respect to claims 6-20 have been considered but are moot in view of 
the new ground(s) of rejection. 

Conclusion 

15. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the mailing 
date of this final action and the advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on the date the advisory action 
is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later than SIX 
MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to ETSUB D. BERHANU whose telephone number is (571)272-6563. The examiner can 
normally be reached on Monday - Friday (7:00 - 3:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Brian 
Casler can be reached on (571)272-4956. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 

/Eric F Winakur/ 

Primary Examiner, Art Unit 3768 

EDB 



